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DETAILED ACTION 

Applicants' response, filed 9/3/2008, has been received. Claims 1,3-11, and 13- 
17 are pending; none of these claims are withdrawn and all are treated on the merits in 
this action. This action discusses all rejections that are currently pending against the 
instant claims. Any rejections that were discussed previously and not repeated herein 
have not been maintained. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1,3-8, 10, 11 and 13-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 6,232,304 to Kim in view of US 5,916,883 to Shalaby for reasons 
of record and those discussed below 

1. New claims 16 and 17 

The new claims require that the functional polymer comprise a cyclic 
oligosaccharide or cyclodextrin, respectively. It is noted that cyclodextrin is a cyclic 
oligosaccharide. The Kim and Shalaby references all deal with cyclodextrins, and thus 
render these claim limitations obvious. 

2. Response to Applicants' arguments 

Applicants' arguments are predicated on the notion that Shalaby's teachings are 
limited to drugs of high water solubility. Applicants therefore conclude that one would 
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not use ziprrasidone, a low solubility compound, as a drug with Shalaby's cyclodextrin- 
grafted polymer. Applicants point to Shalaby at col. 1 , lines 16-20 and 23-27 to support 
the notion that Shalaby is limited to high-solubility drugs. These portions of the Shalaby 
patent are reproduced below. 

1 

ACYLATED CYCLODEXTMN DERIVATIVES 

BACKGROUND OF THE INVENTION 

In 1904, Schardinger first characterized cyclodextrins as 
cyclic oligosaccharides. The a, p, and y -cydodextrins, - 
which cun^ist of six, seven, and c^v glucose units, 
respectively, are the most common natural cydodextrins, 

Cyclodextrias have bean nsed as inclusion complexes by 

compkxieg with a guest compound or molecule as a host 

compound or molecule. Such inclusion complexes have iD 

been used to mask the bitter taste or unpleasant odor of a 

guest compound, to solubilize a hardly soluble guest 

compound, to enlarge the stability of a pest compound 

against heat., light, or air, to stabilize emulsions, or as a 

sustained release preparation using a hydrophobic alkylated iS 

cyciodextrin. See U.S. Pat, No.. 4,869,904. However, no one 

has attempted to make earboxyacylated cydodextrins, or 

used such cyciodextrin derivatives to form ionic sustained 

release compositions, 

r 2D 

SUMMARY OF THE INVENTION 

In one aspect, the present invention features a cyciodex- 
trin derivative, wherein at least 60 (e.g., between 75 and 
100) percent of the free hydroxy groups of the cyciodextrin ^ 
are acylated with acyl groups where ai least one of the acyl 
groups comprises a free carboxylic group. What is meant by 
cyciodextrin is a cyclic oligosaccharide. Examples of cydo- 
dextrins include o-cyclodextrm, p -cyciodextrin, or 
y-cyclodextrin. ^ 



Contrary to Applicants' assertion, neither the cited portion of Shalaby, nor any 
other section of that patent, limits the teachings to drugs of high solubility. 
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Hypothetically, even if Shalaby exemplifies high-solubility drugs, such as the water 
soluble peptide of Example 3, the teaching of a preferred or favored embodiment is not 
a teaching away from alternative embodiments, nor does a reference that omits one 
element of a combination (or method), without more, teach away. See Syntex (U.S.A) 
LLC v. Apotex, Inc., 74 USPQ2d 1823, 1830 (Fed. Cir. 2005) (reference enumerating 
specific surfactants for use in pharmaceutical composition does not teach away from the 
use of other, non-enumerated surfactants in the same composition). It is clearly 
erroneous to conclude that Shalaby teaches away from the use of a low-solubility drug. 

Applicants next argue that the fact that the claimed elements are present in the 
prior art is not sufficient to support a conclusion of obviousness, rather the art must 
provide some reason for the combination. In response, the rejection at hand is not 
based on the mere presence of the claimed drug and the claimed polymer conjugate in 
the prior art. On the contrary, Shalaby specifically calls for a drug with ionizable group, 
such as an ionizable amine, for conjugation with the cyclodextrin polymers disclosed 
therein. Kim provides such a drug, ziprasidone, and also teaches that this drug can be 
conjugated with cyclodextrins. The instant invention is therefore no more than the use 
of a drug in Shalaby's polymer-drug conjugate, where the drug used (ziprasidone) has 
all of the characteristics identified by Shalaby for drugs usable in said conjugates. 
MPEP 2144.06 states that "selecting a known compound to meet known requirements 
is no more ingenious than selecting the last piece to put in the last opening in a jig-saw 
puzzle." (citing Sinclair & Carroll Co. v. Interchemical Corp., 325 U.S. 327 at 335, 65 
USPQ 297 at 301 .) The case at hand is analogous; the claims involve no more than 
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finding a drug meeting Shalaby's requirements and using that drug in a manner called 
for by Shalaby. Applicants also argue the cyclodextrin grafted polymer, while an 
integral part of the prior art relied on, is not integral to the claimed invention. This 
argument is not germane. All of the claims read on polymers with grafted cyclodextrin, 
new claims 16 and 17 included, and Applicant has not argued to the contrary. 
Applicants also argue that neither reference anticipates the instant claims. The issue at 
hand is not one of anticipation, but of obviousness. It is well established that a 
reference need not anticipated a claim to render the same claim obvious. It is also 
established that an obviousness rejection based on more than one reference cannot be 
overcome by looking at the references individually. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIC E. SILVERMAN whose telephone number is 
(571)272-5549. The examiner can normally be reached on Monday to Thursday 7:00 
am to 5:00 pm and Friday 7:00 am to noon. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571 272 0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

Eric E. Silverman 
Art Unit 1618 



